
November 20, 2014 
 
VIA ECFS 
VIA E-MAIL 
 
Marlene H. Dortch, Secretary  
Federal Communications Commission  
445 12th Street, S.W.  
Room TW-A325  
Washington, D.C. 20554 
 
Re:  Notice of Ex Parte Presentation, ET Docket Nos. 13-84 and 03-137 
 
Dear Ms. Dortch:  
 
Pursuant to Section 1.1206 of the Federal Communications Commission’s (“FCC”) rules, 47 C.F.R. 
§ 1.1206, the Association for the Advancement of Instrumentation. (“AAMI”), on behalf of its 
Cardiac Rhythm Management Device (“CRMD”) Committee, hereby submits this letter 
summarizing an ex parte presentation in the above-referenced docket. 
 
On November 18, 2014, Charles S. Farlow of Medtronic, Bob Stevenson of Greatbatch Medical, 
Paul Stadnik of Biotronik, Ron Reitan of Boston Scientific, Tushar Dharampal of St. Jude Medical, 
Mary Logan of AAMI and Wil Vargas of AAMI, met with Ira Keltz, Deputy Chief, Office of 
Engineering and Technology (“OET”), Bruce A. Romano, Associate Chief, OET, Geraldine Matise, 
Associate Chief, OET, Edwin Mantiply, Mathew Hussey, and Julius Knapp, Chief, OET.  The 
attached slides were reviewed during the meeting. 
 
Ron Reitan, Co-Chair of AAMI CRMD/Working Group 02 (EMC Test Protocols Working Group), 
delivered the presentation on behalf of AAMI. 
 
Ron Reitan briefly discussed the mission and patient safety focus of AAMI before moving into 
the main portion of the presentation.  The parties discussed two critical areas of concern 
highlighted in comments filed by AAMI CRMD/Working Group 02 (EMC Test Protocols Working 
Group) (filed comments dated Sept. 3, 2013):  exposure limits (paragraph 207-209 of the NOI) 
and frequency range (paragraph 229 of the NOI).  The presentation focused on how these areas 
of concern relate to Cardiac Implantable Electronic Devices (“CIED”) patient safety.  A 3-minute 
video narrated by Dr. Roger Carrillo further described the basic function of a CIED and why these 
devices are so critical to the lives of patients who depend on them.  A transcript of Dr. Carrillo’s 
video is also provided with this submission.   
 
Ron explained that CIEDs currently conform to ISO 14117:2012.  This FDA-recognized standard 
establishes immunity requirements for cardiac devices when patients are exposed to 
electromagnetic fields from 0 Hz to 3 GHz.  Slides 13-18 illustrate the differences between ISO 
14117:2012 test levels and Maximum Permissible Exposure (“MPE”) levels specified by ICNIRP 



1998, ICNIRP 2010, and several IEEE C95 standards.  Slides 19 and 20 explain the design trade-
offs and longevity considerations related to adopting MPE limits that exceed those specified by 
ICNIRP 1998.  In his discussion of slide 21, Ron reviewed several requirements of the National 
Environmental Policy Act of 1969 (“NEPA”) and proposed that CIED patients are part of the 
“human environment”.  Ron briefly reviewed WG02 responses to comments filed by 
Sensormatic, Inc. and concluded the presentation by reviewing two recommendations and one 
summary slide. 
 
The parties discussed the implications of AAMI’s recommendations, especially those related to 
FCC consideration of patients implanted with CIEDs in the rulemaking proceeding and how such 
an action may set a new precedent.  The parties then discussed past and future engagement 
with the Electronic Article Surveillance industry as well as implications related to new 
technologies such as electric vehicle charging systems. 
 
In the presentation, WG02 suggested a staged adoption of new limits by the Commission.  
Representatives from the FCC indicated the Commission would certainly consider these inputs 
but was not going to reach a decision in the near future.  In response to a question about 
interference incidents, Ron invited the Commission to attend the AAMI CRMD meeting 
scheduled for Nov. 20, 2014 where this topic will be discussed.  The Commission declined this 
invitation but said they have frequent contact with the Food & Drug Administration about this 
topic and related matters.  
 
Mr. Knapp declined WG02’s request for liaison but added the Commission is willing to meet with 
the group under ex parte rules in the future. 
 
Pursuant to Section 1.1206, a copy of this letter is being filed via ECFS for inclusion in the above-
referenced docket. Please contact the undersigned with any questions. 
 
Respectfully,  
 
/s/Wil Vargas  /s/Bob Stevenson   /s/Dr. Roger Carillo 
Wil Vargas  Bob Stevenson    Dr. Roger Carrillo 
Director, Standards Co-Chair    Co-Chair 
AAMI   AAMI Cardiac Rhythm    AAMI Cardiac Rhythm 

Management Device Committee Management Device Committee 
 
Attachments  
 
cc (via email):  Edwin Mantiply  

Mathew Hussey  
Bruce Romano  
Julian Knapp 
Ira Keltz 
Geraldine Matise 
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